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& X I km  r & d  w h isth e r  th e  a - ~ y d d e ti m a n u fac tu te d  by  W a cker  C h e m icaI 
Co r p o r a tio n  (Wacke r )  m a y  b e  l ega l l y  ma r k e te d  i n .th e  U n ite d  S ta tes  fo r  fo o d  u s e . T h e  
a nswe r  is yes , W a cker’s u -cyc lodex trin  m a y  b e  ma r ke te d  immed i a te ly  fo r  u s e  i n  fo o d s . 

A s y ou  k n o w , m a n y  subs tances  a d d e d  to  fo o d s  a r e  n o t fo o d  a d d i tives  a n d  d o  n o t 
r equ i r e  app r ova l  by  th e  F o o d  d  D r u%  A ~ % a tim  @ D A )  p i a0  ta  w e  These  
substances,  popu l a r l y  k n o w n  as  “G R A S ” subs tances , a r e  cons i de r ed  to ’ b e  “gene ra l l y  
r e cogn i zed  as  sa fe .” A s sta te d  i n  th e  Fede r a l  F o o d , @ u g , a n d  C o s m e tic A ct ( FDC  A ct), a  
G R A S  subs ta n c e  is 

gene ra l l y  r e cogn i zed , a m o n g  expe r ts qua l i f i ed  by  sc ien tific tra i n i n g  a n d  
expe r i e nce  to  e va l u a te  its sa fe ty, as  h av i n g  b e e n  a d e q u a te ly  s h o w n tb r o u g h  
sc ien tific p r owdu r e s  (o r  i n  th e  case  o f a  subs ta n c e  u s e d  i n  fo o d  p r i o r  to  
Janua r y  1 ,1 9 5 8 , th r o u g h  e i th e r  sc ien tiIic p r o cedu r es  o r  e xpe r i e nce  b a s e d  o n  
c o m m o n  u se  i n  fo o d )  to  b e  sa fe  u n d e r  th e  cond i tio n s  o f its i n te n d e d  u se . 
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21 U .S.C. 5 321(s). If a substance is found to be GRAS under the intended conditions of 
use, FDA approval or notification is not required prior to such use. FDA acknowledges 
that “under the 1958 aunendment [to the FDC Act], a substance that is GRAS f$f c 
particular use may be marketed for that use without agency review and approval.” 62 Fed. 
Reg. 18938,18939 (April 17,1997). FDA also recognizes that companies “have the right 
to make independent GRAS determina tions on food substances.” 53 Fed. Reg. 16544, 
16545 (May 10,1988). 

Aspecial ly-convened independent panel of qualified scientific experts recently 
evaluated Wacker’s a-cyclodextrin for use in foods. A fter a critical rev& of the scientific 
evidence, includin& e.g., physical and chemical identity information, Wacker’s 
manticturing process, publicly available safety data, corroborating unpublished saf&y 
data, the intended uses and c~w$tion m ixx&s, the Expert Panel ccmhdd that, based 
on scientific procedures, Wacker’s a-cyclodexirin is GRAS upder the conditions of its 
intended use in foods. 

Accordingly, based on its GRAS status, Wacker’s a-cyclodcx& may be legally 
marketed for the conditions of use in foods that were evaluated by the m  j$.&, 

We trust that these comments are responsive to your inquiry. If you have any f&ther 
questions, please do not hesitate to contact us. , 

Diane B . M&o11 

DBM/hfin 


